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BRIEF OF PETITIONER ASSOCIATION OF ETHYLENE OXIDE USERS 
IN RESPONSE TO BRIEF AMICI CURIAE 
OF REPRESENTATIVE JOHN D. DINGELL, ET AL. 
INTRODUCTION 


On June 14, 1984, one day prior to a court~-imposed 


deadline for the issuance of its final standard for occupa- 





i 


L 


tional exposure to ethylene oxide ("EtO" the Occupational 
Safety and Health Administration ("OSHA") submitted a draft of 
the final standard it proposed to issue?” to the Office of 
Management and Budget ("OMB") for OMB's review as required 
under Executive Order 12,291, 3 C.F.R. 127 (1982), reprinted in 
5 U.S.C. § 601 (1981) (the "Executive Order") (attached hereto 


as an Addendvm). 


In light of the requirement of Section 3(c)(2) of the 


Executive Order that the rulemaking agency submit its final 
rule for OMB review 30 days before it is to be published, OSHA's 
29-days-late submission a; pears to have been designed to pres- 
sure OMB into quickly signing off on the enti. “standard so as 
to avoid putting OSHA in violation of the court's deadline. And 
although Section 8(a)(2) of the Executive Order provides an 
exemption from the review process in the event compliance would 
conflict with the terms of a court orcer, OMB acted immediately 


and transmitted its views on the fina! rule to OSHA later the 


1/ 

49 Fed. Reg. 25734 “june 22, 1984) (Apn. 458° ito be codified 
29 C.F.R. § 1910.1047). References to the Joint Appendix will 
be in the form "App. __". The parties' stipulation in Public 
Citizen Health Research v. Auchter, Civil Action No. 81-2343, 
that OSHA would complete its EtO rulemaking by June 15, 1984, 
was entered as an Order in that case by Judge Barrington D. 
Parker. See App. 6-7. 


2/ : 
The draft bore the caveat on many of its pages that "this 
draft is not final and bears no official endorsement. It 
should not be reproduced [nor] reported upon as official OSHA 
policy." See App. 145-240. 





3/ 


same day.— 
OMB expressed the view that OSHA's final EtO rule 


violated principles set forth in Section 2 of the Executive 


4/ 


Order— in three major respects: 
First, we believe OSHA's Regulatory Impact 
Analysis overstates the likely health 
benefits of the rule by a large margin. 
Second, we believe that the rule, by re- 
quiring general engineering controls 
wherever "feasible" and regardless of 
cost, would needlessly prohibit more cost- 


ay . 

” See Letter of Christopher DeMuth to Francis X. Lilly, Esq., 
Solicitor, Department of Labor, June 14, 1984 (hereinafter 
"OMB Letter"), App. 415-426. 


4/ 


Section 2 of the Executive Order provides: 


Sec. 2. General Requirements. In promulgating new 
regulations, reviewing existing regulations, and 
developing legislative proposals concerning regula- 


tion, all agencies, to the extent permitted by law, 
shall adhere to the following requirements: 


(a) Administrative decisions shall be based on ade- 
quate information concerning the need for and con- 
sequences of proposed government action; 


(b) Regulatory action shall not be undertaken unless 
the potential benefits to society for the regulation 
outweigh the potential costs to society; 


(c) Regulatory objectives shall be chosen to maxi- 
mize the net benefits to society; 


(d) Among alternative approaches to any given regu- 
latory objective, the alternative involving the 
least net cost to society shall be chosen; and 


(e) Agencies shall set regulatory priorities with 
the aim of maximizing the aggregate net benefits to 
society, taking into account the condition of the 
particular industries affected by regulations, the 
condition of the naticnal economy, and other regu- 
latory actions contemplated for the future. 


Executive Order 12,291, Sec. 2, emphasis supplied. 














effective means of achieving the rule's 
health objectives. Third, we believe the 
STEL added in the final rule is unsup- 
ported by any reasonable risk assessment 
or inference from the available scientific 
evidence. 


OMB Letter, App. 416. Significantly, OMB's criticisms that 
OSHA had overstated the EtO rule's health benefits and had 
needlessly prohibited more cost-effective means of achieving 
the rule's objectives were addressed not only to the proposed 
short-term exposure limit ("STEL") but to the 1 ppm permissible 
exposure level ("PEL") as well. See App. 416-419. And in its 
only criticism specifically concerning the STEL, OMB observed 
that, contrary to the Supreme Court's ruling in Industrial 
Union Department, AFL-CIO v. American Petroleum Institute, 448 
U.S. 607 (1980), OSHA had failed to demonstrate that a STEL was 
necessary to eliminate a significant risk of material harm. See 
App. 419-421. sols 

OMB did not, and by the terms of the Executive Order 


3 / 


could not,’ require that OSHA delete the STEL or any other 


provision from the final EtO standard. In fact, although two 


5/ 
” Section 3(f)(3) makes it clear that OMB review does not 
displace "the agencies' responsibilities delegated by law," 
and Section 3(f)(2) provides that, regardless of the views 
expressed by OMB, the rulemaking agency may publish its final 
rule after it "has responded to [OMB's] view, and incor- 
porated those views in the agency's response in the rule- 
making file." 


of OMB's three major criticisms concerned the PEL as well as the 
STEL, OSHA published the final rule with the PEL intact, and 
solicited further expert comment only with regard to the STEL. 

Furthermore, although Section 6(a)(3) authorizes 


OMB, "to the extent permitted by law," to "[rJequire an agency 


: i : i I 
to obtain and evaluate, in connection with a regulation, any 


additional relevant data from any appropriate source," OMB did 


not even exercise that authority with regard to, MSHA's final EtO 


ged 


rule. OSHA, however, apparently concerned that OMB's criti- 
cisms revealed the STEL's lack of support in the rulemaking 
record, sought peer review and further comments on that is- 
sue. £/ And when the peer review comments made it clear that the 
record did not demonstrate the need for a STEL, OSHA declined 
to include it. See 50 Fed. Reg. 64 (Jan. 2, 1985) (App. 536). 
It is thus apparent that OSHA, rather than OMB, made the STEL 
decision. 

Finally, OMB did not apply a cost/benefit analysis to 


the STEL or to any other aspect or provision of the final Eto 


~ In fact, OSHA had made no attempt to quantify the risk to be 
eliminated by a STEL, and the feasibility of a STEL was 
neither evaluated during the rulemaking proceedings nor 
established on the rulemaking record. See Brief of Peti- 


tioner Association of Ethylene Oxide Users ("Association 
Brief") at 35-40, 58-59. 





1/ 


rule.— Rather, consistent with the reguirements of Section 


/ 
2(c)-(e) of the Executive order ,2/ OMB expressed the view that 


OSHA's inflexible insistence, regardless of cost, upon one 
methed of reducing occupational exposures “needlessly prohi- 
bit[ed] more cost-effective means of achieving" the same goal. 
See OMB Letter, App. 416. 

OMB's approach to this issue was totally consistent 
with the Supreme Court's observation in American Textile Manu- 
facturers that Section 3(8) of the Occupational Safety and 
Health Act of 1970 (the “OSH Act”), 29 U.S.C. § 652(8), may 
“impose additional restraints on OSHA." 452 U.S. at 513, fn. 


32. As the Court stated: 


JA 

~ As is clear from the Supreme Court's decision in American 
Textile Manufacturers Irstitute, Inc., v. Donovan, 452 U.S. 
490, 494, 506-510 (1981), a cost/benefit analysis requires a 
demonstration that the standard reflects a reasonable rela- 
tionship between its costs and its benefits. Thus, pursuant 
to a cost-benefit analysis, a relatively small increase in 
employee protection might not be deemed justified by a large 
increment in cost necessary to achieve such protection. 


Although the Supreme Court held in American Textile Manu- 
facturers Institute that the Act does not require a 
cost/benefit analysis (452 U.S. at 512-22), at least two 
United States Courts of Appeals have suggested that the 
American Tey* le Manufacturers Institute decision does not 
preclude such analysis. Asbestos Information Ass'n/N. Am. v. 
OSHA, 727 F.2d 415, 423 (5th Cir. 1984): Comm. of Mass. v. 
Hayes, 691 F.2d 57, 6l n. 4 (lst Cir. 1982). 


8/ 
See fn. 4 supra. 





[I]f the use of one respirator would a- 
chieve the same reduction in health risk 
as the use of five, the use of five res- 
pirators was "technologically and econom- 
ically feasible,” and OSHA thus insisted 
on the use of five, then the “reasonably 
necessary or appropriate" limitation [of § 
3(8)] might come into play as an addition- 
al restriction on OSHA to choose the one- 
respirator standard. 


Id. Thus, as the Supreme Court's analysis illustrates, there 
is an important distinction between a cost/benefit analysis and 
the requirement set forth in Section 2(d) of the Executive Order 


that any given regulatory objective should be achieved in the 


least costly fashion. 


ARGUMENT 


The Amici Have Substantially Misrepresented 
OMB's Role in OSHA's Decision Not To Include 
A STEL In The Final EtO Rule. 
With a degree of rhetoric and innuendo more suited to 
a political campaign than to an appellate court proceeding, the 
amici substantially misrepresent the nature and effect of OMB's 
role in the EtO rulemaking. In their brief, 2/ the amici 
contend that the "political appointees at OMB" have arrogated 
to themselves the authority which Congress in the OSH Act dele- 
gated "specifically to the Secretary of Labor" (Amici Brief at 
24) and that this "systematic usurpation of legislative power 
SA 
Brief of Representatives John D. Dingell, Peter W. Rodino, 
Jr., Jack Brooks, Augustus F. Hawkins, and William D. Ford as 


Amici Curiae in Support of Petitioners (hereinafter "Amici 
Brief"). 





by OMB pursuant to Executive Order 12291" (id. at 7) is 
motivated by OMB's “insatiable appetite to consume rulemaking 
authority” (id. at 16). According to the amici, OMB exercises 
a "control over the outcome of rulemakings" through activities 
that "are wholly clandestine and 'off the record.'" Id. at 17. 
With particular regard to OSHA's EtO standard, the 
amici assert that OMB "intervened in the rulemaking process" 
and "veto[ed] . . . the STEL." Amici Brief at 28. The amici 
claim that the Executive Order "mandates the application of 
cost/benefit criteria to agency rulemaking" (id. at 21), and 
that, with regard to the STEL, OMB “requir[ed] OSHA to apply 
statutorily impermissible cost/benefit criteria. ..." Id. at 
25. Accordingly, the amici assert, "OSHA deleted the portion 
of its proposed EtO standard requiring a STEL on the basis 
of cost/benefit criteria." Id. at 44-45. 
In this process, according to the amici, OMB was 
influenced by “industry contacts" which the amici "are aware 
- . took place . . . because OMB's 'comments' on the EtO STEL 
so closely parroted those of industry groups opposed to the 


standard," (id. at 40-41, fn. 17), thus precluding public 


comment and effective judicial review. Id. at 40-42. 


In summary, the amici claim that OMB, contrary to the 
will of Congress, assumed the role of the "true decisionmaker" 
in this case, and, by injecting impermissible "substantive 


criteria [a cost/benefit analysis] into the rulemaking pro- 





cess" in a nonpublic forum, "forced OSHA to drop a vital occupa- 
tional health standard . . . fully supported by the agency 
record." Amici Brief at 13-14. And as the remedy for this 
allegedly improper conduct, the amici urge that this Court 


substitute for the published final rule the draft submitted to 


OMB which incorporates the "ten ppm 15-minute STEL." Id. at 57. 


B. Contrary to the Claims of the Amici, 
OMB Did Not Veto the STEL, Require a 
Cost/Benefit Analysis, or Engage in 
Clandestine Contacts. 


As is apparent from OMB's letter to OSHA, OSHA's 
response, and the Executive Order itself, OMB did not and could 
not impermissibly intervene in the EtO rulemaking and veto the 
STEL or require OSHA to apply a cost/benefit analysis to the 
STEL. Furthermore, there is no support for the claim of the 


amici that OMB in its review of the final EtO standard had 


10/ 


clandestine contacts with industry.— 
Significantly, despite OSHA's failure to comply with 
the Executive Order's requirement that the agency submit its 


final rule to OMB for review at least thirty days prior to 


10/ 

~ Because the EtO rulemaking record was a public one, and 
because the comments of industry participants, like those of 
many other participants, were distributed and disseminated 
widely during the rulemaking proceedings, it would be sur- 
prising if OMB had not had access to industry comments, along 
with any other portions of the record it wished to examine. 
Clandestine ex parte contacts certainly were not necessary 
for OMB to obtain access to such information, and the assump- 
tion of the amici that such contacts took place is wholly 
without support. 





publication, it is apparent that OMB acted with all possible 
speed to enable C»HA to meet the court-ordered deadline for 
completion of the EtO rulemaking. And although it could have 
done so, OMB did not require OSHA "to obtain and evaluate 
. . . additional relevant data" nor did it make it necessary for 
OSHA to "refrain from publishing its . . . final rule" (by 
providing OSHA notice that OMB intended to submit its views 
within ten days after receiving the draft of the rule submitted 
by OSHA). See Executive Order 12291, Sections 6(a)(3); 


3(e)(2)(C) and (£)(2). Finally, contrary to the contentions of 


the amici, OMB's reasoning and analysis are fully documented in 


its letter to OSHA and are a part of the public record in this 
rulemaking. Ex. 162, App. 415-426. 

When OSHA published its final rule, it announced that 
it was "reserving decision . . . on the question of whether this 
standard should contain a STEL . .. largely in response to" 
OMB's questions concerning: (a) OSHA's failure to quantify the 
risk; (b) the appropriateness of OSHA's reliance on "studies by 
Hemminki, Yager, and Johnson & Johnson as partial support for 
the issuance of a STEL;" (c) the decision of the American 


Conference of Governmental Industrial Hygienists ("ACGIH") not 





to recommend the STEL for EtO exposure; and (d) the "economic 


and technical feasibility of a STEL without the use of respira- 


tors." 49 Fed. Reg. at 25775, App. 469. 

OSHA itself clearly did not believe that OMB was 
exercising any sort of "veto" power or requiring the applica- 
tion of a "cost/benefit analysis. "+1/ As discussed above, pp. 
3-4, OMB's criticisms concerning OSHA's overstatement of the 
final rule's health benefits and rigid imposition of more 
costly exposure-control methods than necessary to achieve the 
rule's health protections were ap:licable to the PEL as well as 
to the STEL (see App. 416-419), and OSHA certainly iid not, in 
the face of those criticisms, delete the PEL. 

OMB's only criticism directed solely to the STEL 
concerned OSHA's failure to’ quantify the risk to be eliminated 
by imposition of a STFL (App. 416, 419-421), a failure which in 
itself rendered a STEL insupportable under the rationale of 
Industrial Union Department. See 448 U.S. at 639-40. It is 
thus apparent that the amici have substantially mischaracter- 
ized the nature and effect of OMB's role, and that their 
overwrought concerns are largely self-induced. 

n 
The claims of the amici (Amici Brief at 9-17) that OMB has 
interfered with other agencies' rulemaking are irrelevant 
here. Even if the amici could be relied upon to accurately 
document their claims (an apparent contrary-to-fact condi- 
tion’, the only issues before this Court concern OSHA's 
final standard governing occupational exposure to ethylene 


oxide and the rulemaking proceedings leading to the issuance 
of that standard. 
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The Rulemaking Record Would Not 
Support The Remedy Sought by the 


Amici--Imposition of a STEL. 


The amici urge that, as a remedy for the assertedly 
improper role of OMB in OSHA's EtO rulemaking, this Court should 
simply substitute for the published final rule the draft 


submitted to OMB which included the 10 ppm 15-minute STEL. 


Amici Brief at 57. The remedy sought by the amici would require 


that the Court find, on the basis of the rulemaking record, that 
a STEL is necessary to eliminate a significant risk of harm and 
is technologically and economically feasible. Even more sig- 
nificantly, if this Court, on the basis of such findings, were 
to promulgate a new final rule including a STEL, employers 
"adversely affected" by the STEL would be denied their right, 
provided by Congress in Section 6(f) of the OSH Act, 29 U.S.C. 
§ 655(f£), to "file a petition challenging the validity of such 
standard with the United States Court of Appeals ...." 

As the Association has amply demonstrated, the evi- 
dence on mutagenic and cytogenetic effects of EtO exposure 
(including the Yager and Johnson & Johnson studies), as well as 
the evidence on reproductive effects (including the Hemminki 
study), do not support even the 1 ppm PEL, and OSHA itself 


concedes that such evidence provides no basis for quantifica- 
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12/ 


tion of the risks of EtO exposure.-—~ Furthermore, a majority 


of the scientific peer. iewers selected by osha determined 


that the record did not warrant inclusion of a STEL, and OSHA 
itself ultimately concluded that the risks from EtO exposure 
have not been shown to be greater “when [the] dose is distrib- 
uted at high concentration over a short period of exposure than 
at a lower concentration during a longer period of time." 50 
Fed. Reg. at 73, App. 545. Thus, OSHA could not establish that 
a STEL is necessary to prevent a "significant risk of material 
health impairment." Industrial Union Department, 448 U.S. at 
639-40. 

In addition, OSHA has not demonstrated, and could not 
demonstrate, that a STEL is feasible. See Association Brief at 
37-40. Similarly, because OSHA's proposed EtO rule "only 
stated a range (5 to 50 ppm) of p ' tial STELs being considered 
by OSHA, commentators did not specifically identify the con- 
trols or combinations of controls needed to achieve specific 
short term concentrations for specific periods (e.g., 10 ppm 
for 15 minutes)." Draft EtO Rule, App. 201. In other words, 
12/ 

See Association Brief at 28-33; Reply Brief of Petitioner 
Association of Ethylene Oxide Users ("Association's Reply 
Brief") at 15-19; Brief For The Secretary Of Labor ("OSHA 
Brief") at 39. See also Brief Amicus Curiae of the Ethylene 
Oxide Industry Council ("EOIC Brief") at 7-23. 
13/ 

OMB did not suggest that OSHA obtain peer review comments, and 
the panel of unbiased scientists who concluded that the 


record did not support a STEL clearly were not under OMB's 
influence or direction. 








~ jd = 


despite OSHA's failure to afford affected employers the oppor- 
tunity to submit specific information concerning the nature and 
costs of engineering controls necessary to comply with such a 
STEL, OSHA included a 10 ppm 15 minute STEL in the draft rule 
submitted to OMB. 

As the association has shown, however, the engi- 
neering controls necessary to comply with STEL are far more 
substantial and costly than those reguired to comply with the 
PEL, and in many instances would reguire modification or 
removal of previously-installed PEL-orient controis.+4/ And 
because a STEL is a far more stringent (as well as more costly) 
requirement than the PEL, imposition of a STEL would only 
increase the likelihood of deaths and serious adverse health 
consequences resulting from the abandonment of EtO steriliza- 
tion by employers who believe they cannot comply with a STEL. 
See Association's Reply Brief at 4-5 (three infant deaths from 
Pseudomonas aeruginosa in University of Maryland neonatal 
intensive care unit after ICU abandoned EtO sterilization 
fearing inability to comply with OSHA's standard). 


In these circumstances, even if OSHA's determination 





14/ 

~ See Memorandum of Petitioner Association of Ethylene Oxide 
Users In Support of Motion for Stay Pending Review at 6, 29, 
Association of Ethylene Oxide Users v. Tyson, No. 84-1252 
(D.C. Cir.); Reply of Association of Ethylene Oxide Users to 
Secretary of Labor's Opposition to Motion for S*+*y Pending 
Review ("Association's Reply Brief") at Appendices H-K, 


Public Citizen Health Research Group, et al. v. Rowland, Nos. 
84-1252 and 84-1392 (D.C. Cir.). 
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not to include a STEL were the result of improper OMB inter- 


ference (which it was not), the remedy which the amici seek-- 


the inciusion of a STEL in the final rule--would not be 


warranted on this rulemaking record. 2/ However, because there 


was nothing untoward about OMB's expression of views and OSHA's 
response thereto, there is no basis whatsoever for this Court 
to disturb OSHA s decision not to include a STEL in the final 


EtO standard. 


CONCLUSION 
For all of the foregoing reasons, the Petitioner 
Association of Ethylene Oxide Users respectfully submits that 
the administrative rulemaking record fully supports OSHA's 
decision not to include a STEL in the final EtO standard, and 
that this Court should reje:* the contentions of Public Citizen 


and the amici that a STEL should be included in that final rule. 


157 

~ "If the decision of the agency is not sustainable on the 
administrative record made, then the . . . decision must be 
vacated and the matter remanded for . . . further considera- 
tion." FPC v. Transcontinental Gas Pipe Line Corp., 423 U.S. 
326, 331 (1976). With specific regard to OSHA rulemaking, if 
an appellate court determines that OSHA has failed to make 
appropriate findings, explanations, or clarifications, re- 
mend to OSHA is the appropriate remedy. See, e.g., Asarco, 
Inc. v. OSHA, 647 F.2d 1, 2 (9th Cir. 1981); American Iron and 
Steel Institute v. OSHA, 977 Bua 825, 8560 1383 Cir.. 1978), 
cert. dismissed 448 U.S. 917 (1980); Synthetic Organic Chem- 
ical Mfrs.' Ass'n v. Brennan, 506 F.2d 385, 392 (3d Cir. 
1974), cert. denied 423 U.S. 830, rehearing denied 423 U.S. 


886 (1975); Industrial Union Department, AFL- FL-CIO v. v. Hodgson, 
499 P.2d 467, 486 (D.C. Cir., 1974). 
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Respectfully submitted, 


EPSTEIN BECKER BORSODY & GREEN, P.C. 


B Ji í = 
By: [ars H. pe 
David H. Larry YA i 
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1140 19th Street, N.W. 

eo Suite 900 ' 
Washington, D.C. 20036 
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Attorney for Petitioner 
Association of Ethylene 
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GOVERNMENT ORGANIZATION 


5 8601 


EXECUTIVE ORDER NO. 12291 
Feb. 17, 1981, 46 F.R. 13193 


FEDERAL REGULATION REQUIREMENTS 


By the authority vested in me as President by 
the Constitution and laws of the United States of 
America, and in order to reduce the burdens of 
existing and future regulations, increase agency 
accountability for regulatory actions, provide for 
presidential oversight of the regulatory process, 
minimize duplication and conflict of regulations, 
and insure well-reasoned regulations, it is hereby 
ordered as follows: 

Section 1. Defiaitiens. For the purposes of 
this Order: 


(a) “Regulation” or “rule” means an agency 
statement of general applicability and future effect 
designed to implement, interpret. or prescribe law 
or policy or describing the procedure or practice 
requirements of an agency, but does not include: 

(3) Administrative actions governed by the pro- 
visions of Sections 556 and 557 of Title 5 of the 
United States Code [sections $56 and 557 of this 
title); 

(2) Regulations issued with respect to a military 
or foreign affairs function of the United States: or 
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(9) Regulations related to agency organization, 
management, or personnel. 

@) “Major rule” means any regulation that is 
likely to result in: 

(1) An annual effect on the ecomomy of $100 
million or more; 

GC) A major increase iu costs or prices for 
consumers, individual industries, Federal, State, or 
local government agaaciss, or geographic regions; 


E I A 
employment, investment, productivity, innovation, 
or on the ability of United States-based enterprises 
to compete with foreign-besed enterprises im 


(4) “Agency” means any authority of the Unit- 
ed States that is an “agency” under 44 U.S.C. 
oe {section 3502(1) of Title 44, Public Print- 

and Documents], excluding those agencies 
pe. in 44 U.S.C. 3502(10) [section 3502(10) 
of Title 44, Public Printing and Documents). 

(e) “Task Force” means the Presidential Task 
Force on Regulatory Relief. 


cerning regulation, al] agencies, to the extent per- 
mitted by law, shall adhere to the following re- 
quirements: 

(a) Administrative decisions shall be based on 


@) Regulatory action shall not be undertaken 


unless the potential benefits to society for the 
regulation outweigh the potential costs to society; 

(e) Regulatory objectives shall be chosen to 
maximize the net benefits to society; 

40 Among akieraative approaches io any given 
regulatory objective, the alternative involving the 
ierst net cost to society shall be chosen; and 

te) Agencies shall set regulatory priorities with 
the aim of maximizing the aggregate net benefits 
to society, taking into account the condition of the 


Order, mch agency sal caneria mta every 
ie law consider, a Regulatory Tapas Analyzis. 


ibili 
U.S.C. 603 and 604 [sections €23 and 604 of this 
title]. 

(b) Each agency shail initially determine wheth- 
a a rule it intends to propose or to issue is a 


ity, in accordance with Sections 1(b) and 2 of this 
Order, to prescribe criteria for making such deter- 
minations, to order a rule to be treated as à major 
rule, and to require any set of related rules to be 
considered together ac a major rule. 

(e) Except as provided in Section 8 of this 
Order, agencies shall prepare Regulatory Impact 
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rule, including any beneficial effects that cannot 
be quantified in monetary terms, and the identifi- 
cation of those likely to receive the benefits; 

GC) A description of the potential costs of the 
rule, including any adverse effects that cannot be 
quantified in terms and the identifica- 
tion of those likely to bear the costs; 

@) A determination of the potential net benefits 
of the rule, including an evaluation of effects that 
cannot be quantified in monetary terms; 

(4) A description of alternative approaches that 


(5) Unless covered by the description required 
under paragraph (4) of this subsection, an expla- 
nation of any legal reasons why the rule cannot be 
based on the requirements set forth in Section 2 of 
thie Order. 

deki) The Director, subject to the direction of 
the Task Force, which shall resolve any issues 
raised under this Order of ensure thet they are 
presented to the President, is authorized to review 


besed on the requirements of this O. der. 

(2) The Director shall be deemed to have con- 
cluded review unless the Director advises an agen- 
cy to the contrary under subsection (f) of this 
Section: 


(A) Within 60 days of a submission under sub- 
section (cX1) or a submission of a preliminary 
Regulatory Impact Analysis or notice of proposed 
rulemaking under subsection (<2); 

(B) Within 30 deys of the submission of a final 
Regulatory Impact Analysis and a fins! rule under 
subsection (cX2); and 
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(© Within 10 days of the submission of a 
sotice of ing or final rule under 
subsection (c)(3). 

(X1) Upon the request of the Director, an 
the review of a preliminary Regulatory impact 


a maj rule, together with the reasons underiying 
thet determination: and 

@) For each proposed major rule, a brief sum- 
mary of the agency's preliminary im- 
pact Analysis. 

@) Agencies shal) make their and 
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(D A summary of the nature of each major rule 
the imuance of the rule, and an approximate 
schedule for completing acbon on any major rule 
for which the ogency hes imued a notice of pro- 

rulemaking; 


posed 

G) The name and telephone number of a know- 
ladgemble agency official for each item on the 
agenda, and 

C) A list of existing regulations to be reviewed 
under the terms of this Order, and a brief discus- 
sion of each such regulation. 

@) The Director, subject to the direction of the 
Task Force, may, to the extent permitted by law: 


@) Require publication of the agenda in any 


Sec. 6. “>e Task Force and Office of Mas- 
agement ame “<dget, (a) To the extent permitted 
law, the Director ahali have authority, subject 
the direction of the Task Force, to: 

) Designate any proposed or existing rule as a 
jor rule in accordance with Section 1(b) of this 


J 


8y 


( 


fle 


C) Prepare and promulgate uniform standards 
for the identification of mayor rules and the devel- 
opment of Regulatory Impact “oe 

@) Require an agency to obtain and evaluate, 
im connection with a regulation, any additional 
relevant data from any appropriaic source, 

(4) Waive the requirements of Sections 3, 4, or 
? of this Order with respect to any proposed or 


agences, 
prepare for consideration by the President recom- 
mendauons for changes in tbe agencies’ statutes. 
and 


($) Monitor agency compliance with the re- 
quirements of this Order and advise the President 
with respect to such compliance. 

(b) The Director, subject to the direction of the 
Task Force, is authorized to establish procedures 
for the performance of all functions vested in the 
Director by this C: der. The Director shall take 
appropriate steps to coordinate the implementa- 
tion of the analysis, transmittal, review, aud clear- 
ance provisions of this Order with tke authorities 
and requirements provided for or imposed upon 
the Director and agencies under the Regulatory 


Flexibility Act. 3 U.S.C. 601 et seq. {this chapter), 
and the Paperwork Reduction Plan Act of 1980, 
44 U.S.C. 3501 et seq. [section 3501 et q. of 
Title 44, Public Printing and Documents). 
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United States, its agencies, its officers or any 
poson. The determinations made by agencies 
under Section 4 of this Order, and any Regulatory 
Impact Analyses for any rule, shall be made part 


of the whole record of agency action in connection 
with the rule i 
Sec. 10. Revocations. Executive Orders No. 
12044, ns amended, amd No. 12174 are revoked. 
Romao Raacan 


